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Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
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Art Unit: 3763 

DETAILED ACTION 
Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 1-7, 22, 26, 27, 43, 45, 47, 49, 50, 52 and 66 are rejected under 35 U.S.C. 102(b) 
as being anticipated by Aigner U.S. Patent Number 4,666,426. Aigner ('426) describes a method 
of removing an agent from a physiological efferent fluid collection site, the method comprising 
of introducing a non-occlusive aspiration element (10) to a target site at least proximal to said 
physiological efferent fluid collection site; and activating the aspiration element when the agent 
is at least predicted to be present in the target site to selectively remove the agent from the site; 
and wherein the collection site is a coronary sinus of a human (col. 3 line 25). Furthermore, 
Aigner ('426) describes a system (see figure 4) including a non-occlusive aspiration lumen (13); 
an aspiration mechanism operatively connective to the lumen (10), an actuation controller 
element (2) for controlling actuation of the aspiration mechanism (10) and a detector for at least 
predicting the presence of the agent (4) see figure 4. Moreover, Aigner ('426) discloses that the 
aspiration lumen (13) is present in an elongated tubular structure (14). Moreover, Aigner ('426) 
discloses a device (10) for selectively removing an agent from a physiological efferent fluid 
collection site, a non-occlusive aspiration lumen (13) present in an elongated tubular structure 
(14) having a fenestrated distal end (1 1); an aspiration mechanism (10) operatively connected to 
the non-occlusive aspiration lumen (13); and an actuation controller element (2) for controlling 
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actuation of the aspiration element; and wherein the elongated tubular structure (14) comprises a 
non-expandable distal end (12) and comprises non-sealable fenestrae (11) and an open distal end 
(12) see figure 1. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

Claims 8-10 and 23-25 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Aigner ('426) in view of Movahed U.S. Patent Application 2002/0099254. Aigner discloses a 
method of removing an agent from a physiological efferent fluid collection site as described 
above in reference to claim 1, furthermore Aigner describes a system for selectively removing an 
agent from a physiological efferent fluid collection site as described above in reference to claim 
22. Aigner fails to disclose that the agent is a therapeutic agent, or a diagnostic contrast agent, 
nor that the system comprises a feedback element, that the actuation controller selectively 
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actuates in response to signals from the feedback element, that the controller element is an 
adaptive controller element. 

Movahed ('254) discloses a similar method, system and device, which describe removal 
of a therapeutic agent, a diagnostic agent, and a contrast agent (p.2 paragraph 19). Moreover, 
Movahed ( c 254) discloses that the system comprises a feedback element that the actuation 
controller selectively actuates in response to signals from the feedback element that the 
controller element is an adaptive controller element (p. 4 paragraph 57). It would have been 
obvious to one having ordinary skill in the art at the time of the invention by applicant to modify 
the method and system of Aigner ('426) by incorporating the removal of therapeutic, diagnostic 
or contract agents as well as incorporating a feedback element as taught by Movahed ( c 254) in 
order to prevent the agent from entering the circulatory system (p. 4 paragraph 60). 

Claim 49 is rejected under 35 U.S.C. 103(a) as being unpatentable over Aigner ('426) in 
view of Alley et al U.S. Patent Number 3,903,895. Aigner ('426) discloses the aspirating device 
as described above in reference to claim 43. Aigner ('426) fails to disclose a positioning or a 
retaining element. 

Alley et al ('895) discloses a similar device including a retaining element (1 14), see 
figure 6. It would have been obvious to one having ordinary skill in the art at the time of the 
invention by applicant to modify the device of Aigner ('426) by adding the retaining element as 
taught by Alley et al ('895) in order to help in clamping the catheter in position with respect to 
the heart (col. 1 line 44). 

Claim 44 is rejected under 35 U.S.C. 103(a) as being unpatentable over Aigner ('426) in 
view of Stevens et al U.S. Patent Application Number 2003/0040736. Aigner ('426) discloses 
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the aspirating device as described above in reference to claim 43. Aigner ( c 426) fails to disclose 
an expandable distal end. 

Stevens et al ('736) discloses a similar device including an expandable distal tip (See 
Figure 4G). It would have been obvious to one having ordinary skill in the art at the time of the 
invention by applicant to modify the device of Aigner ( 6 426) by adding an expandable distal tip 
as taught by Stevens et al ('736) in order to vent blood (p2. paragraph 15). 

Claims 46, 48 and 51 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Aigner ('426) in view of Nichols et al U.S. Patent Number 4,753,640. Aigner ('426) discloses 
the aspirating device as described above in reference to claim 43. Aigner ('426) fails to disclose 
both sealable and non-sealable distal fenestrae. 

Nichols et al ('640) discloses a similar device, which includes sealable and non-sealable 
fenestrae (col. 6 line 9). It would have been obvious to one having ordinary skill in the art at the 
time of the invention by applicant to modify the device of Aigner ('426) by adding the sealable 
and non-sealable fenestrae as taught by Nichols et al ('640) in order to serve to raise the 
withdrawal threshold, providing for a more positive, highly reliable valve action (Nichols et al 
'640 col. 6 line 43). 



The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. 



Conclusion 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Aamer S. Ahmed whose telephone number is 571-272-5965. The 
examiner can normally be reached on Monday thru Friday 9-5. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nicholas Lucchesi can be reached on 571-272-4977. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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